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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United 
States only if the international application designated the United States and was published under 
Article 21(2) of such treaty in the English language. 

Claims 17-23 & 26 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Hung et al. (US Patent No. 6,413,228). 

In regards to claim 17, Hung et al. discloses a system of cytological evaluation of 
epithelial cells (Abstract & Column 28 line 51 - Column 29, line 14) collected from a 
human breast duct comprising: 

• a tool (Figure 3) for accessing a breast duct and collecting breast duct 
fluid from a human breast while the tool is in the duct; 



• a chart or written guidelines (Column 13, lines 66 - Column 14, line 12) for 
evaluating the ductal epithelial cells in the sample for one or more 
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observed indicia selected from the group consisting of cell grouping, cell 
shape, cell size, nuclear size, nuclear shape, presence or absence of 
nucleoli, nuclear-to-cytoplasmic ratio, vacuoles in the cytoplasm, 
cytoplasmic shape, cytoplasmic border, presence or absence of 
anisonucleosis, presence or absence of mitotic figures, nuclear membrane 
quality, presence of necrotic debris, chromatin distribution, coarseness of 
chromatin, and the presence or absence of microcalcifications (Column 
13, lines 51-55 & Column 25, lines 6-33); and 

• an algorithm (Column 12, line 56 - Column 17, line 10 & Column 26, lines 
35-48) for classifying the sample as being normal, atypical or malignant 
based on the observed indicia. 

Regarding claim 18, Hung et al. discloses a system, wherein the tool for 
accessing a breast duct comprises a breast duct access and fluid and cell retrieval tool, 
and one or more of a probe, a tool for administering anesthetic, marking tools for 
marking an accessed or fluid yielding duct, or a collection receptacle for collecting 
retrieved fluid and cells (Column 18, line 24 - Column 19, line 15). 

With regard to claim 19, Hung et al. discloses a system, wherein the algorithm 
classifies the sample as malignant when the sample is characterized by at least an 
identifying feature selected from the group consisting of a loss of cell cohesiveness, 
loose clusters of epithelial cells, enlarged cells, enlarged nuclei, high nuclear-to- 
cytoplasmic ratio, increased cytoplasm in some cells, irregular nuclear membranes, 
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clumped chromatin, hyperchromatic chromatin, unevenly dispersed chromatin, enlarged 
nucleoli, multiple nucleoli, marked variation among the cells of the sample in cell size 
and nuclear size, necrotic debris, and microcalcifications in background material 
appearing as dense material with smooth borders and concentric layers or dystrophic 
and amorphous (Column 13, lines 51-55 & 66- Column 14, lines 12 & Column 25, lines 
6-33). 

In regards to claim 20, Hung et al. discloses a system, wherein the algorithm 
classifies the sample as atypical with marked changes when the sample is 
characterized by at least an identifying feature selected from the group consisting of 
enlarged ductal epithelial cells, marked nuclear increase in ductal epithelial cells, 
variation in size and shape of the ductal epithelial cells as compared to normal ductal 
epithelial cells, abundant cytoplasm in some cells, decreased nuclear-to-cytoplasmic 
ratios in some cells, coarse chromatin, mild abnormality in chromatin distribution, larger 
nucleoli than in normal cells, multiple nucleoli, more prominent nucleoli, groups of nuclei 
that appear to be overlapping, and mitotic figures (Column 13, lines 51-55 & Column 25, 
lines 6-33). 

Regarding claim 21, Hung et al. discloses a system, wherein the algorithm 
classifies the sample as atypical with mild changes when the sample is characterized by 
at least some of an identifying feature selected from the group consisting of single 
ductal cells, cohesive multilayered cells, complex groups of cells, monolayered cells, an 
increased number of cell layers compared to normal cells, increased overlapping of the 
cells, nuclear crowding of cells, minimally enlarged cells, moderate increase in nuclear 



Application/Control Number: 10/716,704 Page 5 

Art Unit: 3736 

size to within a range from about 12 to about 16 pm in diameter, slight anisonucleosis in 
some cells, and presence of nucleoli (Column 13, lines 51-55 & 66- Column 14, lines 12 
& Column 25, lines 6-33). 

In regards to claim 22, Hung et al. discloses a system, wherein the algorithm 
classifies the sample as normal when the sample is characterized by at least some of 
an identifying feature selected from the group consisting of single cells, monolayer 
sheets, tight cells clusters having a thickness of one or two cell layers, small nuclei in a 
size range from about 8 to about 12 pm in diameter, high nuclear-to-cytoplasmic ratio 
depending on the orientation of the cells in clusters, in single cells a columnar shape of 
cytoplasm, in single cells discreet small vacuoles in the cytoplasm, in single cells 
discreet cytoplasmic border, cohesive groups of ductal epithelial cells with cells of 
uniform size and regular round to oval shape, monolayer sheets of cells with uniform, 
small cells, and monolayer sheets of cells with small inconspicuous nucleoli (Column 
13, line 5 - Column 14, line 51 & Column 25, lines 6-33). 

Regarding claim 23, Hung discloses a system, wherein the algorithm inherently 
classifies the sample as insufficient cells to make a diagnosis when the sample has 
fewer than 10 epithelial cells (Column 33, lines 28-30). 

Regarding claim 26, Hung et al. discloses a system of cytological evaluation of 
epithelial cells (Abstract & Column 28 line 51 - Column 29, line 14) collected from a 
human breast duct comprising: 
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• a tool (Figure 3) for accessing a breast duct and collecting breast duct 
fluid from within the breast duct, said tool comprising an elongated portion 
shaped and sized for extending into the breast duct comprising a single 
elongated internal lumen through which fluid can be introduced and 
retrieved from within the breast duct (Column 18, line 24 - Column 19, line 
15); 

• a chart or written guidelines for evaluating the ductal epithelial cells in the 
sample for one or more observed indicia selected from the group 
consisting of cell grouping, cell shape, cell size, nuclear size, nuclear 
shape, presence or absence of nucleoli, nuclear-to-cytoplasmic ratio, 
vacuoles in the cytoplasm, cytoplasmic shape, cytoplasmic border, 
presence or absence of anisonucleosis, presence or absence of mitotic 
figures, nuclear membrane quality, presence of necrotic debris, chromatin 
distribution, coarseness of chromatin, and the presence or absence of 
microcalcifications (Column 13, lines 51-55 & Column 25, lines 6-33); and 

• an algorithm (Column 12, line 56 - Column 17, line 10 & Column 26, lines 
35-48) for classifying the sample as being normal, atypical or malignant 
based on the observed indicia. 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
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examiner should be directed to Anuradha Roy whose telephone number is (571) 272- 
6169 and whose email address is anuradha.roy@uspto.gov. The examiner can 
normally be reached between 8:00am and 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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